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measurement procedures may be medi-
cally necessary include, but are not
limited to, the following medical cir-
cumstances:

(i) Monitoring beneficiaries on long-
term glucocorticoid (steroid) therapy
of more than 3 months.

(ii) Allowing for a confirmatory base-
line bone mass measurement (either
central or peripheral) to permit moni-
toring of beneficiaries in the future if
the initial test was performed with a
technique that is different from the
proposed monitoring method.

(d) Beneficiaries who may be covered.
The following categories of bene-
ficiaries may receive Medicare cov-
erage for a medically necessary bone
mass measurement:

(1) A woman who has been deter-
mined by the physician (or a qualified
nonphysician practitioner) treating her
to be estrogen-deficient and at clinical
risk for osteoporosis, based on her med-
ical history and other findings.

(2) An individual with vertebral ab-
normalities as demonstrated by an x-
ray to be indicative of osteoporosis,
osteopenia, or vertebral fracture.

(3) An individual receiving (or ex-
pecting to receive) glucocorticoid (ster-
oid) therapy equivalent to 7.5 mg of
prednisone, or greater, per day for
more than 3 months.

(4) An individual with primary
hyperparathyroidism.

(5) An individual being monitored to
assess the response to or efficacy of an
FDA-approved osteoporosis drug ther-
apy.

(e) Denial as not reasonable and nec-
essary. If HCFA determines that a bone
mass measurement does not meet the
conditions for coverage in paragraphs
(b) or (d) of this section, or the stand-
ards on frequency of coverage in para-
graph (c) of this section, it is excluded
from Medicare coverage as not ‘‘rea-
sonable’’ and ‘‘necessary’’ under sec-
tion 1862(a)(1)(A) of the Act and
§ 411.15(k) of this chapter.

[63 FR 34327, June 24, 1998]

§ 410.32 Diagnostic x-ray tests, diag-
nostic laboratory tests, and other
diagnostic tests: Conditions.

(a) Ordering diagnostic tests. All diag-
nostic x-ray tests, diagnostic labora-
tory tests, and other diagnostic tests

must be ordered by the physician who
is treating the beneficiary, that is, the
physician who furnishes a consultation
or treats a beneficiary for a specific
medical problem and who uses the re-
sults in the management of the bene-
ficiary’s specific medical problem.
Tests not ordered by the physician who
is treating the beneficiary are not rea-
sonable and necessary (see § 411.15(k)(1)
of this chapter).

(1) Chiropractic exception. A physician
may order an x-ray to be used by a chi-
ropractor to demonstrate the sub-
luxation of the spine that is the basis
for a beneficiary to receive manual ma-
nipulation treatments even though the
physician does not treat the bene-
ficiary.

(2) Mammography exception. A physi-
cian who meets the qualification re-
quirements for an interpreting physi-
cian under section 354 of the Public
Health Service Act as provided in
§ 410.34(a)(7) may order a diagnostic
mammogram based on the findings of a
screening mammogram even though
the physician does not treat the bene-
ficiary.

(3) Application to nonphysician practi-
tioners. Nonphysician practitioners
(that is, clinical nurse specialists, clin-
ical psychologists, clinical social work-
ers, nurse-midwives, nurse practi-
tioners, and physician assistants) who
furnish services that would be physi-
cian services if furnished by a physi-
cian, and who are operating within the
scope of their authority under State
law and within the scope of their Medi-
care statutory benefit, may be treated
the same as physicians treating bene-
ficiaries for the purpose of this para-
graph.

(b) Diagnostic x-ray and other diag-
nostic tests—(1) Basic rule. Except as in-
dicated in paragraph (b)(2) of this sec-
tion, all diagnostic x-ray and other di-
agnostic tests covered under section
1861(s)(3) of the Act and payable under
the physician fee schedule must be fur-
nished under the appropriate level of
supervision by a physician as defined in
section 1861(r) of the Act. Services fur-
nished without the required level of su-
pervision are not reasonable and nec-
essary (see § 411.15(k)(1) of this chap-
ter).
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(2) Exceptions. The following diag-
nostic tests payable under the physi-
cian fee schedule are excluded from the
basic rule set forth in paragraph (b)(1)
of this section:

(i) Diagnostic mammography proce-
dures, which are regulated by the Food
and Drug Administration.

(ii) Diagnostic tests personally fur-
nished by a qualified audiologist as de-
fined in section 1861(ll)(3) of the Act.

(iii) Diagnostic psychological testing
services personally furnished by a clin-
ical psychologist or a qualified inde-
pendent psychologist as defined in pro-
gram instructions.

(iv) Diagnostic tests (as established
through program instructions) person-
ally performed by a physical therapist
who is certified by the American Board
of Physical Therapy Specialties as a
qualified electrophysiologic clinical
specialist and permitted to provide the
service under State law.

(3) Levels of supervision. Except where
otherwise indicated, all diagnostic x-
ray and other diagnostic tests subject
to this provision and payable under the
physician fee schedule must be fur-
nished under at least a general level of
physician supervision as defined in
paragraph (b)(3)(i) of this section. In
addition, some of these tests also re-
quire either direct or personal super-
vision as defined in paragraphs (b)(3)(ii)
or (b)(3)(iii) of this section, respec-
tively. When direct or personal super-
vision is required, physician super-
vision at the specified level is required
throughout the performance of the
test.

(i) General supervision means the pro-
cedure is furnished under the physi-
cian’s overall direction and control,
but the physician’s presence is not re-
quired during the performance of the
procedure. Under general supervision,
the training of the nonphysician per-
sonnel who actually perform the diag-
nostic procedure and the maintenance
of the necessary equipment and sup-
plies are the continuing responsibility
of the physician.

(ii) Direct supervision in the office set-
ting means the physician must be
present in the office suite and imme-
diately available to furnish assistance
and direction throughout the perform-
ance of the procedure. It does not mean

that the physician must be present in
the room when the procedure is per-
formed.

(iii) Personal supervision means a phy-
sician must be in attendance in the
room during the performance of the
procedure.

(c) Portable x-ray services. Portable x-
ray services furnished in a place of res-
idence used as the patient’s home are
covered if the following conditions are
met:

(1) These services are furnished under
the general supervision of a physician,
as defined in paragraph (b)(3)(i) of this
section.

(2) The supplier of these services
meets the requirements set forth in
part 486, subpart C of this chapter, con-
cerning conditions for coverage for
portable x-ray services.

(3) The procedures are limited to—
(i) Skeletal films involving the ex-

tremities, pelvis, vertebral column, or
skull;

(ii) Chest or abdominal films that do
not involve the use of contrast media;
and

(iii) Diagnostic mammograms if the
approved portable x-ray supplier, as de-
fined in subpart C of part 486 of this
chapter, meets the certification re-
quirements of section 354 of the Public
Health Service Act, as implemented by
21 CFR part 900, subpart B.

(d) Diagnostic laboratory tests. Medi-
care Part B pays for covered diagnostic
laboratory tests that are furnished by
any of the following:

(1) A participating hospital or par-
ticipating RPCH.

(2) A nonparticipating hospital that
meets the requirements for emergency
outpatient services specified in subpart
G of part 424 of this chapter and the
laboratory requirements specified in
part 493 of this chapter.

(3) The office of the patient’s attend-
ing or consulting physician if that phy-
sician is a doctor of medicine, osteop-
athy, podiatric medicine, dental sur-
gery, or dental medicine.

(4) An RHC.
(5) A laboratory, if it meets the appli-

cable requirements for laboratories of
part 493 of this chapter, including the
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laboratory of a nonparticipating hos-
pital that does not meet the require-
ments for emergency outpatient serv-
ices in subpart G of part 424 of this
chapter.

(6) An FQHC.
(7) An SNF to its resident under

§ 411.15(p) of this chapter, either di-
rectly (in accordance with
§ 483.75(k)(1)(i) of this chapter) or under
an arrangement (as defined in § 409.3 of
this chapter) with another entity de-
scribed in this paragraph.

[62 FR 59098, Oct. 31, 1997, as amended at 63
FR 26308, May 12, 1998; 63 FR 53307, Oct. 5,
1998; 63 FR 58906, Nov. 2, 1998]

§ 410.33 Independent diagnostic test-
ing facility.

(a) General rule. (1) Effective for diag-
nostic procedures performed on or after
July 1, 1998, carriers will pay for diag-
nostic procedures under the physician
fee schedule only when performed by a
physician, a group practice of physi-
cians, an approved supplier of portable
x-ray services, or an independent diag-
nostic testing facility (IDTF). An IDTF
may be a fixed location, a mobile enti-
ty, or an individual nonphysician prac-
titioner. It is independent of a physi-
cian’s office or hospital; however, these
rules apply when an IDTF furnishes di-
agnostic procedures in a physician’s of-
fice.

(2) Exceptions. The following diag-
nostic tests that are payable under the
physician fee schedule and furnished by
a nonhospital testing entity are not re-
quired to be furnished in accordance
with the criteria set forth in para-
graphs (b) through (e) of this section:

(i) Diagnostic mammography proce-
dures, which are regulated by the Food
and Drug Administration.

(ii) Diagnostic tests personally fur-
nished by a qualified audiologist as de-
fined in section 1861(ll)(3) of the Act.

(iii) Diagnostic psychological testing
services personally furnished by a clin-
ical psychologist or a qualified inde-
pendent psychologist as defined in pro-
gram instructions.

(iv) Diagnostic tests (as established
through program instructions) person-
ally performed by a physical therapist
who is certified by the American Board
of Physical Therapy Specialties as a
qualified electrophysiologic clinical

specialist and permitted to provide the
service under State law.

(b) Supervising physician. (1) An IDTF
must have one or more supervising
physicians who are responsible for the
direct and ongoing oversight of the
quality of the testing performed, the
proper operation and calibration of the
equipment used to perform tests, and
the qualification of nonphysician per-
sonnel who use the equipment. This
level of supervision is that required for
general supervision set forth in
§ 410.32(b)(3)(i).

(2) The supervising physician must
evidence proficiency in the perform-
ance and interpretation of each type of
diagnostic procedure performed by the
IDTF. The proficiency may be docu-
mented by certification in specific
medical specialties or subspecialties or
by criteria established by the carrier
for the service area in which the IDTF
is located. In the case of a procedure
requiring the direct or personal super-
vision of a physician as set forth in
§ 410.32(b)(3)(ii) or (b)(3)(iii), the IDTF’s
supervising physician must personally
furnish this level of supervision wheth-
er the procedure is performed in the
IDTF or, in the case of mobile services,
at the remote location. The IDTF must
maintain documentation of sufficient
physician resources during all hours of
operations to assure that the required
physician supervision is furnished. In
the case of procedures requiring direct
supervision, the supervising physician
may oversee concurrent procedures.

(c) Nonphysician personnel. Any non-
physician personnel used by the IDTF
to perform tests must demonstrate the
basic qualifications to perform the
tests in question and have training and
proficiency as evidenced by licensure
or certification by the appropriate
State health or education department.
In the absence of a State licensing
board, the technician must be certified
by an appropriate national
credentialing body. The IDTF must
maintain documentation available for
review that these requirements are
met.

(d) Ordering of tests. All procedures
performed by the IDTF must be specifi-
cally ordered in writing by the physi-
cian who is treating the beneficiary,
that is, the physician who is furnishing
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